
 
 

BUST-BP-Dose Person Responsible Information Statement  V5 – 11/03/2019 

 

 

BUST-BP-Dose  

PERSON RESPONSIBLE INFORMATION STATEMENT 

V5 – 11/03/2019 

 
 
 

 

 

 
Your family member or friend is invited to take part in this research project which is 

being conducted at Hunter Medical Research Institute Clinical Trials Unit. Please 

read this information carefully. Ask questions about anything that you don’t 

understand or want to know more about. Before deciding whether or not to consent 

for him or her, you might want to talk about it with a relative, friend or your local 

doctor. If English is not your or your family member or friend’s first language and you 

or they require an interpreter, one will be provided. 

 

Why is the research being done? 

The purpose of the research is to investigate the amount of simple resistance 

activities (such as marching on the spot, mini squats, calf raises) needed to improve 

the health of people with stroke.  

 

Who can take part in the research? 

We are seeking people with stroke who: 

• have had a stroke at least 3 months ago 

• are able to walk with or without assistance short distances and, 

• who are able to stand from sitting with very little help, 

Project Title: Breaking Up Sitting Time in Stroke (BUST-BP-Dose): A pilot study 

HREC Number: 17/06/21/4.04 

Principal Researcher: A/Professor Coralie English 
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• aged ≥ 18 years  

What choice do you have? 

Taking part in this research is entirely your family member or friend’s and your 

choice. Only those people who give their informed consent will be included in the 

project. Whether or not you decide that he or she may take part, your decision will 

not disadvantage him or her in any way. If you do decide that he or she may take 

part, you may withdraw him or her from the research project at any given time 

without giving a reason.  

 

What would you have to do? 

You will be asked to consent to him or her: 

- wearing ONE activity monitor (on his or her thigh) for a minimum of THREE 

(3) days before and THREE (3) days after each of the testing days. The 

activity monitor is water proof and can be worn when showering; 

- wearing ONE blood pressure monitor (on his or her non-dominant upper arm) 

for a minimum of 24 hours before and for 24 hours after each of the testing 

days. The blood pressure monitor will have to be removed for showering and 

other water based activities (i.e. swimming). A researcher will show he or she 

how to wear these monitors on his or her first visit to Hunter Medical 

Research Institute; 

- attend the Hunter Medical Research Institute once a week for FOUR (4) 

weeks  

The table below tells him or her what he or she will be doing before and during the 

FOUR (4) visits to the Hunter Medical Research Institute.  
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Study 
visit 

Before the visit you will At the visit you will  

Visit 1 

• Be rung by one of the researchers 
to check if he or she are eligible 
for the study 

 

• Complete some questionnaires 

• Complete some assessments of your walking ability 

• Be shown and told what he or she will do during each of the 
THREE (3) testing days 

• Be provided with a meal to eat the night before his or hers 
next visit 

Visit 2 

• Wear an activity monitor for at 
least 3 days 

• Wear a blood pressure monitor for 
at least  24 hours 

• On the night before, eat the meal 
we provided for him or her then 
fast from 8pm  

• Sit in a comfortable lounge chair from 8am to 4pm 

• Have an intravenous catheter (“IV line”) put in his or her arm 

• Complete 8 hours of uninterrupted sitting as instructed on the 
day 

• Have his or her blood pressure and heart rate tested every 
half an hour 

• Have blood samples collected every half hourly to one-hourly.  

• Have one additional blood sample collected 10 minutes after 
breakfast 

• A total of 68 ml of blood will be collected (equal to around 3.5 
tablespoons of blood) 

Visit 3 

• Wear an activity monitor for at 
least 3 days 

• Wear a blood pressure monitor for 
at least  24 hours 

• On the night before, eat the meal 
we provided for him or her then 
fast from 8pm 

• Sit in a comfortable lounge chair from 8am to 4pm 

• Have an intravenous catheter (“IV line”) put in his or her arm 

• Complete 8 hours of uninterrupted sitting as instructed on the 
day 

• Have his or her blood pressure and heart rate tested every 
half an hour 

• Have blood samples collected every half hourly to one-hourly.  

• Have one additional blood sample collected 10 minutes after 
breakfast 

• A total of 68 ml of blood will be collected (equal to around 3.5 
tablespoons of blood) 

Visit 4 

• Wear an activity monitor for at 
least 3 days 

• Wear a blood pressure monitor for 
at least  24 hours 

• On the night before, eat the meal 
we provided for him or her then 
fast from 8pm 

• Sit in a comfortable lounge chair from 8am to 4pm 

• Have an intravenous catheter (“IV line”) put in his or her arm 

• Complete 8 hours of uninterrupted sitting as instructed on the 
day 

• Have his or her blood pressure and heart rate tested every 
half an hour 

• Have blood samples collected every half hourly to one-hourly.  

• Have one additional blood sample collected 10 minutes after 
breakfast 

• A total of 52 ml of blood will be collected (equal to around 2.5 
tablespoons of blood) 
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Your family or friend are invited to bring in activities on the testing days- for example 

books/newspaper to read, an iPad to use, music to listen, knitting etc. One friend, 

relative or carer is welcome to stay with him or her or come go during the testing 

days. 

If your family member or friend requires assistance for transport to the Hunter 

Medical Research Institute, taxi vouchers will be provided for use on the four testing 

days. 

If he or she takes part in this research program, he or she will not miss out on any 

treatments. There is no cost to you or he or she for taking part in this program. 

 

How will his or her blood samples be collected and stored? 

A cannula (intra-venous line) will be inserted into his or her arm on each of the 

THREE (3) testing days and blood samples will be taken by a trained research 

assistant. All blood samples collected will be stored at the Hunter Medical Research 

Institute and can only be accessed by the research team. Blood samples collected 

will be identified by a code and not his or her name and will be analysed for levels of 

glucose and insulin in the blood. At any time, he or she are free to withdraw from the 

study and/or ask for his or her blood samples to be destroyed. 

 

How will his or her medical records be collected? 

A member of the research team will review his or her medical records to gather 

information about his or her stroke. They will also contact his or her GP to clarify his 

or her current medications. 
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What are the risks and benefits of taking part? 

There is a small risk of bruising and or discomfort on his or her arm or hand when 

the cannula is inserted on testing days. This bruising and or discomfort is likely to be 

short term. He or she may experience some brief discomfort when the blood 

pressure monitor cuff inflates. This discomfort will likely only be short-term. He or she 

will gain a thorough understanding of their individual activity levels and the 

immediate changes in response to his or her changes in activity levels on his or her 

body systems (e.g. blood pressure, blood glucose and blood markers associated 

with brain health). Additionally, information gained from this study may contribute to 

developing and testing strategies to reduce stroke risks that develop from spending 

too much time being inactive. 

 

How will you and his or her privacy be protected? 

All the information you and he or she give will be confidential. To keep his or her 

records confidential, all his or her data will be de-identified (all the information 

collected which can identify he or she, such as his or her name, address and date of 

birth, will be removed). All personal health information will be accessed, used and 

stored in accordance with Commonwealth Privacy Laws and the NSW Health 

Records and Information Privacy Act 2002. All study records will be kept in a secure 

place to which no one but the researchers has access. Information from all the 

people in the study is combined and summarised and no information that identifies 

he or she will be reported. 
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How will the information collected be used? 

All information will be kept in a database. Individual participants will not be able to be 

identified from the database. These results may be published in a scientific journal or 

at health education forums but his or her name will not be used at any time. Data 

stored within this database may be used by other investigators in research related to 

the topic area as this study. Information obtained throughout the project will be 

retained at the University of Newcastle for five years, after which it will be destroyed. 

 

What do you need to do to take part? 

Please read this Information Statement and be sure you understand its content 

before you consent for him or her to take part. If you would like he or she take part, 

please complete the person responsible consent form and return it to Mr Paul 

Mackie at Hunter Medical Research Institute, Locked Bag 1000, New Lambton 

Heights, NSW 2305 or alternatively it can be sent back to the clinician who you 

invited you and your family member or friend to participate. 

 

Questions or further information? 

You may wish to consult with his or her doctor, a relative or friend before agreeing 

for him or her to take part in this study. If you want any further information 

concerning this project or if have any medical problems which may be related to 

involvement in the project (for example, any side effects), you can contact the study 

team on 02 49138102 (Associate Professor Coralie English). 
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The ethical aspects of this research project have been approved by the Hunter New 

England Human Research Ethics Committee Reference number: 17/06/21/4.04 

This project will be carried out according to the National Statement on Ethical Conduct 

in Human Research (2007), produced by the National Health and Medical Research 

Council of Australia. This statement has been developed to protect the interests of 

people who agree to participate in human research studies. 

 

For complaints: 

Should you have concerns about your rights as a participant in this research, or have 

a complaint about the manner in which the research is conducted, it may be given to 

the researcher, or, if an independent person is preferred, to Dr Nicole Gerrand, 

Manager Research Ethics and Governance, Hunter New England Human Research 

Ethics Committee, Hunter New England 

Local Health District, Locked Bag 1, New Lambton NSW 2305, telephone (02) 

49214950, email HNELHD-HREC@hnehealth.nsw.gov.au. You should quote 

research number: 17/06/21/4.04 

Thank you for considering the invitation to take part in this research project. 

mailto:HNELHD-HREC@hnehealth.nsw.gov.au

